


EEE DRANCH RESEM

FILE OR REG. YO. | F/25 = 0RO

oAt A™
RO

PETITION R EXP. PERGT XO-

CoTZE CF SCEMISSION

DATE SURMISSICH 2LCTTETED

TYOE PRODCCTS(S): I, .Ds g, (>) v ® S

DATA 20CESSICK NO(S) - 2313 (]

PROCUCT GR. XO. (17 8an (2.1 )
o : } g N . 7
* PRODUCT NRE(S) V@ Ay lLcTonN

Cd.?pgw s HC,/_{ /}—1,! . Cl/\&yvu ((LS (\,L“){/z_fg_ﬁaho;‘\

e o wtece

SUEMISSICN PURPOSE Teqistzation 1\ lenctackanmg

--(,zeup'tau‘x?—oi—. { ""{l

BEST DOCUMENT AVAILABLE -

Clse ) |
(- (l .(

GIELCAL & FCRTIATICN |-{4~ chlonephencey /- 3, 3 - (\"’”""”;4_(

b: 2 = l(’it-{'('&;v\«"‘r\t*:




100‘0

101.0

101.1

101.2

102.0

103.0

104,0
104.1

Pesticidal Use

For use in the manufacture of economic poisons
only.

Chemical and Phvsical Prorerties

Chemical Name

1-(4-chlorophenoxy)-3,3-dimethyl=-1-1(1H-1,2,4~
triazol-l-yl)-2-butanone :

Common MName -

BAYLETON ' (formerly BAT MEB 6447)

Behavior in the Environment

According to Ron Ney, no data are available on
environmental chemistry. :

Toxicoloaical Properties

See attached sheets.

Hazard Assessment

Discussion - . ;.

Due to a lack of data, only a cursory review and
discussion will be made at this time.

ks

As is the case with most "manufacturing only" use '

patterns, the greatest hazards to the environment
comes either as a result of effluents keing dis-
charged directly or indirectly into waterways or
disposal of solid wastes in landfills where
translocation (i.e., leaching, erocion, etc.) is
likely to cause contamination far from the
manufacturing site. The hazards associated with
common manufacturing practices can be both acute
chronic dependine upon the physical and/or
toxicological properties of the chemical. Based

‘the available toxicity data, it would appear that

acute hazards to non-target organisrms, with the
possible exception of agquatic invertebrates, are

such

or

on

minimal. Until such time as additional toxicolcgical
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and environmental chemistry data are available
the issue of chronic toxicity cannot be addressed.

105.0 Conclusions

1. The Fnvironmental Safety Section has found
: the following studies to be inadequate to
support registration: :

a, “Acute oral toxicify of “Bayleton to Adult
" Mallard Ducks."

This study was found inadequate because
such parameters as, temperature, housing,
food consumption and body weights were not
reported. If this information is provided,
the study will be adequate to support
registration. BN

b. “apcute oral toxicity of Bayleton to the - -
- Canary." . e

This study was found inadequate in thaf
the canary is not a representative . .
wildlife species. . 4

c. In the report entitled, "Acute toxicity
of Bayleton technical to Bluegill, Channel
‘catfish and Rainbow Trout® the rainbow

..~ trout study was found to be inadequate in
. that there was an error in the. reported
mortality figures. Mr. D, Lamb of .
Chemagro was notified about this and will
submit correction. Upon receipt of data
this study will be adequate to support
registration.

2, There are insufficient data, both for toxicity
and environmental chemistry, to make a comprehen-
sive hazard evaluation at this time.
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3. Depending upon results of Environmental
: Chemistry studies, additional Environmental
cafety studies may be required.

4. Final label statements and/or precautions will
not ke made until all outstanding data have
been submitted and reviewed.

-»
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DATA REVIEVW MUMBER: ES-VII C.1
TﬁST: Acute Oral LDSO
" SPECIES: Mallard Duck

PESULTS: Male> 4000 rmg/kg
Fenale> 4000 mg/kg

CHFEMICAL: Bayleton technical Batch No. 5030047

TITLF: Acute oral toxicity of Bayleton technical to Adult
' Mallard Ducks

ACCESSIONM NO: 231311

STUDY DATE: May 11, 1977

RESEARCHER: D.W, Lamb & H.A. Burke - Chemagro Agricultural Div.
REGiSTRANT: MOBAY Chemical Corporation

VALIDATION CATECORY: Invalid Data

CATEGORY REPAIRABILITY: Core Data B . - :\
ABSTRACT: ~ The acute oral LDy, of Payleton technical to {\

both adult male ang female mallard ducks was A
deternfined to be grecater than 4000 ppm.

—
---Toxicological symptoms included reauraitatlon
and diarrhea. Symptoms became apparent

within 5 minutes of administration. i\ﬂ
| i
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COMMENT SFFET FS VII C.1

. Additional Test Data

1. Intent of study - To satisfy regulatory require-
ments under Section 3.

2. Hethodology/Protocol L .

" a. Test Animals: Mallard puck (Male & Female)
b. Ages adult
c. Test Conditions: Unkhowﬁ
d. Treatment

1. _Concentrations - 500, 1000, 2000, 4000

ma/kag.

2, Fasting - Birds were fasted 20 hrs. prior
to treatment.

Ve
3. Method of Treatrent - The compound was
suspended in polyethylene glycol 400 and
administered with a syringe and catheter.

4, _. Observation Pericd - Birds were observed g
for 14 days after treatment for signs of -
toxicity and mortality.

S. Statistical Analysis - On performed
{not necessary)

3. Additional Test FResults

1.
2.

No deaths were reported at any dosage level.

No sians of diarrheas noted at 500 level.

\E
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B.

validation Cateqory

Invalid - This study was clascsified as "Invalid" to
support registration under section 3 for the following:

1, Test conditions (i.e., temperature, lighting,
housing) were not reported.

2. Food consurption and body weight <data were not
reported,

Category Repairability

Provided those corrments made in section P are adequately
addressed this study may be reclassified as "Core
Data™ and can ke used to support registration.



. DATA REVIEW NUMPER: ES VII C.2

TEST: Acute Oral LDSO

SPECIES: Canary (Seninus canarius)

REEULTS: Estimated LDSO 1000 mg/kg
CHEMICAL: MER 6447 (Payleton) 93.4% pure
TITLF:

ACCFESION NO: 231311

STUDY DATE: August 1, 1973

RESFARCUER: Institute for Tierische Schadlinge
REGISTRANT: Chemagro (MOBAY Chem. Corp.)
VALIDATICN CATEGCRY: Invalid

CATEGORY REPAIRABILITY: No

ABSTRACT: The estimated LD 0 of Bayleton to the)éanary was
greater than 1003 mg/kg. .

BEST DOCUMENT AVAILABLE
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_COMMENT SHFET ES VII C.2

A, Additional Test Dhata

1. Intent of study -~ To satisfy regulatory requirements.

2. Methodoloqgy/Protocol

a. Test material: Bayleton 93.4% (MER 6447)

b. Test animrals:

- Age: . :
Sex: ' ;
Size:

Condition:

- Number: 12

C. Test conditions: Unknown

‘de Treatment: ;

1. Concentrations teste&i 250, 500, 1000
mg/kg. .

2. * Period without food prior to application
” 1=hr, . e

3. Method of application: Probang
» 4. Observz =ion pericd: 7 days
e. ‘Statistical Analysis: WNone

3. Additional Test Results

a. Table
Dose . Results Comments
(decad/tested)
1000 ’ 0/2 " vomiting
500 0/4 Vomitino

250 0/6 Vomitina
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B.

~

Validatien Category _

Invalid - This study has been classified as "Invalid
Data" in that it fails tc satisfy the intent of the
guidelines. -
Category Rapairability

N/A

2Additional Data Required

N/a

Comments:

This study fails to satisfy the intent of the guidclines

in the following areas:

1, # of dosaée levels tested.

2. $ of birds tested/dosage level.
3.  Species tested

4. Failure to determine LCSO valvue,

5. No statig;ical analysis performed. .

6. Failure to report complete details of methods and

materials.
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NATA REVIFW NUMBER: ES VII D.1

TrsTs  Eight-day dietary LCqy

SPFCIES: Eobwhite quail (Colinus virginianus)
pretLTS:  The acute LC, of Bayietcn tc Pchvwhite quail is
estimated to ge greater than 4640 ppm,
A '

CI'THICAL: Bayleton (93% a.i.)

TITLEF: Fight-~Day dietary LC,
Technical Final Peporg.

-Bobwhite quail, Bayletbn
- ACCFSESICK NO: ‘231311

sTUnY DATE: 2april 25, 1977

RESEARCHER: Wildlife International LTD,

PIGISTRANT: Mobay Chermical Corp. _ . .
VALIMATICE CATEGORY: Core Data ) ',. Cs
CATECORY PFPAIRABILITY: N/A .

ABETRACT: -

BEST DOCUMENT AVAILABLE
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COMMENT SHEFET ES VII D.1

A, Additional Test Data

1. Intent of study - Data to.support registration.

2. HMethodoloay/Protocol

Qe

b.

Ce

e.
£.

g.

Test Material: Bayleton 93%a.i.

Test Animals: Age-14 days, Sex-Male & Female,
Condition-healthy, Number-10 birds/concentration.

Test Conditions: Envirorment: - Battery brooden
temperature was maintained at 99.0 F from the
day of hatch through completion of study.

Photopericd: Unknown

Treatment: The material was dissolved in corn
0il in concentrations such that the addition
of two parts (by weight) of each solution to
98 parts of ration resulted in the following
geometric series of dosage levels: 464, 1000,
2150, 4640 and 10,000.. For the purposes of
diet preparation, one experimental material
was assumed to be 100% active material. BRirds
on treated feed for 5-days.

Husbandry: Starter ration and water were
available ad libitum throughout the study.

Statistical Analysis: Litchfield, J.T. and

Wilcoxon, F.J.:

References: J. Pharmocol. Exptl. Therop.,
96, 99, 1949,

B. Validation Category (Rational)

This study has been classified as "Core Data" in that
it satisfies the intent cf the proposed guidelines.

BEST DOCUMENT AVAILABLE
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Cateqory Repairability (Rationale)
N/A
Additional PRata Required

N/A

Comments:

The Litchfield-Wilcoxon method used to analyze the
data in this study should only be used when two or
more partial kills occur. Although this may be
sufficient to invalidate the study (in addition, the
actual plotting of the curve was never submitted), it
was felt that because of the high values it was not
that important in this case. )

BLE
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DATA REVIEW NUMRER: FES VII D,2
TEST: Eight-Day Dietary LC 0

SPFCIES: Mallard Duck {(Anas platyrhynchos)

RESULTS : The acute LC 0 of Bayleton technical is estinated
- to be qreate§ than 10,000 PPR.

- CHrMICAL: Bayleton (93% a.i.) _ v

TITLE: Eight-Day Dietary LC50 - Mallard Duck Fieal_Repert

ACCESSION NO: 231311 '

STUDY DATE: April 25, 1977

RESFARCHER: Wildlife International LTD.

REGISTRANT: Mobay Chenmical éorporation. : -

VALIDATION CATEGORY: Core Data. . /

CATEGOFRY REPAIRABILITY: N/A

ARSTRACT: Throughout*the duration of the test the birds |
showed no- overt signs of toxicity. At the 10,000

ppm dose level there was a reduction in feed
consunptlon and body welght galn.
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COMMENT SHEET ES VII D.D_

A. Additional Test Data

1. Intent of study -~ data to support registration.

2. Methcdoloagy/Protocol

a.

b.

C.

e,

ge.

Test Material: Bayleton 93%.a.i.

Test Anirmals: RAge-14 days, Sex-Male & Ferale,
Condition-healthy, Nurber-10 birds/concentration.

Test Conditions: FEnvironment: Rattery brocder
temperature was maintained@ at 99.0 F from the day

- of hatch through completion of study.

Photoperiod: Unknown

Treatrment: The raterial was disdolved in corn
oil in concentraticns such that the" addition

- of two parts (by weight) of each solution to

98 parts of ration resulted-in the following
logarithrmic scries of dosage levels: 464, 1300,
2150, 4640 and 10,000, For the purposes of
diet preparation, the experimental material

was assumed to be 100% active material. Birds

on ttreated feed for S5-days.

Husbandry: Starter ration and water were
available ad likitum throughout the study.

Statistical Analysis: Litchfield,_J.T. aﬁd

- Wilcoxon, F.J. . .

References: J. Pharmocol., Exptl. Thercp.,
986, 99, 1949,

B, Validation Cateaory (Rational)

This study has been classified as "Core Data,"

1L ABLE
DOCUMENT AVA
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Category Repairability (Rationale)

N/A

aAdditional Data Required

N/A

Comments:

The Litchfield-Wilcoxon method used to analyze the
data in this study should only be used when two orv
more partial kills occur. Although this may be

sufficient to invalidate the
actual plotting of the curve
was felt that because of the
that important in this case.

-

study (in addition, the
was never submitted), it
high values it was not.

71
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DATA REVIFW NUMBER: ES VII F-1&2, G-1
TFST: 96~hr. Static Rioassay '
SPECIES: Bluegill Sunfish, Channel Catfish, Rainbow Trout.
RFSULTS: Blucgill 11(9.7-12) ppn

Channel Cat 15(13~17) prpm
Rainbow Trout 14(12-16) ppm

. CHFMIC2L: PRayleton (Technical - 93% a.i.)

TITLFE: Acute toxicity of Payleton technical to Bluegill,
Channel Catfish and Rainbow Trout.

ACCFSSION NO: 231311

STUDY DATE: May 3, 1977

RESEARCHER: D.W. Lamb andFD.J. Poney

REGISTRANT: Mobay Chemical Corp. | . .
VALIDATION CATFGORY: Core Data (Bluégill and Channel Cat.)
CATECORY REPAIPABILITY: N/A f

ABSTRACT: Bayleton technical was studied to determine the
acute toxicity to a warm water and a cold water
species '0f fish. Under standard static conditions,
bluegill, channel catfish and rainbow trout were

. exposed to several concentrations of the technical
for a 96-hr. pericd. Mortality data were recoxdée?
at 24-hr. intervals. The three species tolerated
approximately the same level of the technical.

The 96-hr. LC values and 95% confidence linits
for bluecill, ghannel catfish and rainbtow trout
were 11 (9.7-12) ppm, 15 (13-17) ppm and 14 (12-16)
ppm, respectively.




A,

Additional Test Data

~16~

i

COMMENT SEEET ES VII F-l1&2 and G-1

1.

2.

Intent of study - To cather fish toxicity data
to support registration.

Methcdology/Protocol -

a., Test Material: Bayleton 93% active ingredient.

b. Test Animals: Size: =35 mn, weight 0.5-1.0 g,
Numbter-10 fisb/concentration, condition-
healthy. '

C. Test Conditions: Water-~Fach liter of deionized
water was reconstituted with 30 mg of calcium
sulfate, 30 mg of magnesium sulfate, 42 ma of
sodium bicarkonate and 2 mg of potassium
chloride.

pH 7.6 | - /

Container: 5 gal. widemouth jar containing 15
liters of bioassay water.

Temperature: By means of a water bath,
temperature were maintained at 18 Cofor
bluegill and channel catfish and 12°C for the
rainbow trout.

d. Husbandry: Loading factor was less than one
gram cf fish per liter of water. Prior to
introcduction of the chemical ard fish, the
biocassay water was saturated with dissolved
oxygen., Durina the 96-~hr. experiment, the
fish were not fed, the water was not aerated
and mortality data were recorded at 24-hr.
intervals.

BEST DOCUMENT AvAILABLE
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e, Treatment:
Species Concentrations Tested
Bluegill 4.7, 6.9, 10.1, 14.8, and
21.8 ppm
Channel Catfish 7.5, 10.5, 14.7, 20.6, and
28,9 ppm .
Rainkow 3.2, 4.7, 6.9, 10.1, 14.8,

and 21.8 ppm.

f. Statistical Analysls- Weil, C.S: Takbles for
‘ convenient calculation of median-effective dose
- and instruction in their use. Biometrics,
-8, 249, 1952,

3. Additional Test Results:

a. Mortality Table: . . i

-

Dose No. Cunmulative Mortality ~IC. . 8958
Level of . ‘Hours . Coggldence
Species
Bluegill Control 10 0 0 0 0
A7 0 0 0 0 .
6.9 10 0 0 0 11
14,8 10 2 2 3 (9.7-12)
21.8 10 10 10 10
Chantel Control = 10 0 ¢ 0 0
7.5 10 0 ¢ 0
10.5 10 1 2. 2 15
14.7 10 0 2 3 (13-17)
20.6 10 10 10 10 :
28.9 10 10 10 10
Rainbow Control 10 0 0 0 0
Trout 3.2 10 0 0 0 0
L. 4.7 10 0 0 0 0 14
6.9 10 -0 1 1 1l (12-16)
"10.1 10 0 o 0 0 : : ‘
14.8 10 0 1 4 4
21.8 10 6 g 8 10

BEST DOCUMENT AVAILABLE
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Validation Cateqory (Rationale)

This study has been classified as "Core Data®™ in that it
is scientifically sound and satisfies the intent of
the guidelines.

Additional hata Reaquired/Discussion

Upon valicdation of statistical analysis for the rainbow
trout study it was discoveredé that the IC value as
presented was incorrect. (See comment seggion). A
phone call was made to Mr. D. Lamb of Chemagro to
determine source of error. After checkina his raw data
he found that the reported 96-hr. mortality for the 14.8
ppm concentration was 7 instead of the reported 4.

Mr. Lamb will submit corrected data.

Comments -

Statistical Validation

'Bluegill sunfish . .

0,3,10,10 £ value (see table) = 0.2 ) -
R value = 1,47 ~ '
d = log R=,1673
Logm Log Da + d (f+1) for K=3
Log nV, Log 6.9 + ,1673 (1.2)
Log m % Log .8388 + .2007
Antilod =1. 0395~
= 10.95 ppm

Channel Catfish

2, 3, 10, 10 £ value (see tebla) = 0 ; SR
R value = 1.47 d=log R = ,1673 C

Logm Log Da+d (f+1) for K=3 . BN

Log mY Log 10.5 + .1673 (1) :

Log nY¥ Log 1.0211 + .1673

Log m» Log = 1.1884

Antilgg = 15.4 ppm

- .
S i o e S e

Rainbow-using 1,0,4,10 LCSO’ 10.16. However 1,0,7,10
was mortality f value (se2 talgle) = .77778.

R value =1.47
d=log R=,1673 log Da-Loqg 6.9=,8333
Log m log Da+d(f+l) for ¥K=3
Log mY =,8388+.1673 (1.77778)
Log myv =,8388+.2974 EXE
Antilog=13.68 ppm AV AL
= BEST DOCUMENT 44@ o
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DATA REVIEW NUMEER: ES VIT H.1.

TEST: 48-hr. Static Bioassay

SPECIES: Daphnia Magna

RESULTS: 48-hour LCsp = 1.6 ppm (1.2-2.1 953 C.I.)
CHFMICAL: Bayleton Technical (Ratch No.~$030047)

TITLE: Acute toxicity of Bayleton T (formerly Bay MEB
. 6447) Technical to Daphnia maana

ACCESSION NO: 231311
STUDY DATE: March 14, 1977

RESEARCHER: D.W, Lanb and M.A. Burke of the Chemaqgro
Agricultural Division - Pes.. and Development.

-

REGISTRANT: Mobay Chemical Corporation
VALIDATION CATEGORY: Invalid Data
CATEGORY REPAIRARILITY s Core Data

ABSTRACT: The 48-hr. LC. . of Bayleton (technical) to
Daphnia macgna’was found to be 1.6 ppm (1.2-2.1
95¢ C.I.). Mortality was recorded when all
novements ceassed. . Study was conducted under
static conditions.

E e
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A, Additional Test Data

1. Intent of study ~ to gather aquatic invertebrate
toxicity data to support registration under
Sectlon 3.
2. Methodoloay/Protocol
a. Test material: Bayleton Technical
b. Test animals: Species: Daphnia maana
: Size: 1 st and 2nd instars, numker: 10/
 concentrations - {6 concentrations) .
c. Test Conditions: Containers: Pint jars
"containing 300 mls of filtered water. :
'~ Husbandry: The daphnia were rlnsed once
in filtered water.
d. Treatment: Concentrations tested. ’Control;
' 0.4, 0.6, 0.8, 1.1, 1.6, 2.2 ppm.
e, Statistical Analysis: Not reportéd.
3. Additional Test Results
a. Mortality Table
~ . Cumulative
Exp. No. of Mortality/Syrmnrtons 48—hr. LC &
Species Conc. Daphnia Hours 85% Confzgence
(pem) 24 48 Limite (ppn)
Daphnia 0 10 . 0/0 - 0/0
magna 0.4 10 - 0/0 0/0
0.6 10 0/0 0/1 1.6
0.8 10 0/0 2/1 (1.2 to 2.1)
1.1 10 0/0 3/1
1.6 10 0/0 4/0
2‘2

10 0/1 g/0
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validation Cateqory (Pationale)

This study has been determined to be inadequate to
support registration under Section 3 for the following:

1. Test conditions such as water tenperature, pH,
dissolved oxygen and hardness were not reported.

2. The statistical method used to analyze the test
was not reported.

-«

Catecory Pepairability (pationale)

If those comments, addressed under Section B, are
adequately addressed this study can be classified as
score Data" and suitable to support registration under
Section 3.

¢
L . -
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